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DETAILED ACTION 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1 . 1 7(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. AppHcant's submission filed on September 21, 2005 has been entered. 

Claim Rejections 35 U.S. C. 112 
a. The following is a quotation of the first paragraph of 35 U.S.C 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

2. Claims 148, 177 are rejected under 35 U.S.C 1 12, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. The claims recites the particularly percentage of a composition consisting essentially 
of four boswellic acids. The application as originally filed lack support for such range. See, 
pages 17-19 herein. It is noted the application discloses range of beta-boswellic acid of 5-95% 
for a composition comprising two boswellic acids, not four boswellic acids. This is a new matter 
rejection. 

3. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 
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4. Claims 148 and 177 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

5. The claims are directed to the employment of a composition comprising essentially of 4 
compounds with the percentage of 5-95%, 5-95%, 1-95%, and 1-95% respectively. It is not clear 
that if one compound is 95%, as defined in the claim, how the rest of compounds be within the 
amount range as defined. The claims are indefinite as to the percentages of each and every 
compound therein. 

Claims Rejections 35 U.S.C. 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

7. Claims 148, 150, 151, 175, 177-190 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Ammon et al. (EP 0552657, IDS) in view of applicants' admission. 

8. Ammon teaches that (as applicants admitted at page 1 of the application) each and every 
of the P-boswellic acid, its physiological acceptable salts, derivatives, including those herein 
employed, are known to be useful as anti-inflammatory agent. Ammon further teaches that 
compositions, including plant preparation) comprising the P-boswellic acid, or its derivatives, are 
useful for prophylaxis and treatment of inflammation. See the abstract. Apphcants further 
admitted that plant preparation comprising the P-bosweUic acids has been used for treating 
inflammatory disorders. See page 1 in the specification. 
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9. The cited reference as a whole does not teach expressly the employment of a corrqDosition 
comprising p-boswellic acids in the particular percentages as herein defined. 

However, it would have been prima facie obvious to a person of ordinary skill in the art, 
at the time the claimed the invention was made, to make a composition as herein defined for 
treating inflammatory disorders. 

A person of ordinary skill in the art would have been motivated to make a composition as 
herein defined for treating inflammatory disorders because each of the active ingredients herein 
are known anti-inflammatory agent. It is prima facie obvious to combine two or more 
compounds each of which is taught in the prior art to be useful for same purpose in order to form 
a composition that is to be used for very the same purpose; idea of combining them flows 
logically from their having been individually taught in prior art; thus, the claimed invention 
which is directed to the employment of a combination of four known anti-inflammatory agents 
for anti-inflammatory therapy sets forth prima facie obvious subject matter. See In re Kerkhoven , 
205 USPQ 1069. The particularly percentages herein would have been obvious as it would have 
been an obvious alternative, absent evidence to the contrary. The percentages are also obvious 
because such percentages would naturally presented in plant materials, and a plant preparation of 
p-boswelHc acid composition would likely to have such percentages of the P-boswellic acids. 

Claims 148, 150, 175 and 177-190 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over by Koji et al (IP 0428809, see the English translation). 

Koji et al. in JP 0428809 discloses that specific boswellic acids such as p-boswellic acid, 
acetyl-beta-boswellic acid, ll-keto-p-boswellic acid, and acetyl-1 1-keto-p-boswellic acid (see 
formula I of the structures at page 2 of the English translation) are useful in pharmaceutical 
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compositions and in the method for treatment of inflammatory disorders such as chronic 
rheumatoid arthritis and psoriasis (see page 3-4). Moreover, Koji et al. also discloses the 
methods or processes how obtain and separate each instant boswellic acid from boswellic acids 
mixture in the plants. Further, the structural formula disclosed in JP 0428809 clearly 
encompasses all four instant boswellic acids. JP 0428809 discloses the composition comprising 
p-boswellic acid, acetyl-P-boswelUc acid, 11-keto-P-boswellic acid, or acetyl-1 1-keto-j-boswellic 
acid, acetyl-1 1-keto-P-boswelUc acid in their effective amounts. See Example 1-6, and the testing 
data of the Examples therein as working examples. 

JP 0428809 does not expressly disclose the instant particular percentage or range of each 
of four boswellic acids employed in pharmaceutical compositions for methods for treatment of 
particular autoimmune diseases. 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to determine particular percentage or range of each of four boswellic acids 
employed in pharmaceutical compositions for methods for treatment of particular autoimmune 
diseases wherein at least 5% w/w of p-boswellic acid, at least 5% w/w of acetyl-p-boswellic 
acid, at least 15% w/w of 1 1-keto-p-boswellic acid and at least 14% w/w of acetyl-1 1-keto-p- 
boswellic acid or other instant particular amounts of boswellic acids. One having ordinary skill 
in the art at the time the invention was made would have been motivated to determine particular 
percentage or range of each of four boswellic acids employed in pharmaceutical compositions 
for methods for treatment of particular autoimmune diseases wherein at least 5% w/w of P- 
boswellic acid, at least 5% w/w of acetyl-P-boswellic acid, at least 15% w/w of 11-keto-p- 
bosweUic acid and at least 14% w/w of acetyl-1 1-keto-P-boswellic acid or other instant particular 
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amounts of boswellic acids, since the testing results and working examples of the instant 
boswelUc acids useful for treating particular autoimmune diseases are known according to JP 
0428809. 

Therefore, the determination and optimization of effective amounts of known active 
agents to be administered based on the known parameters, testing results and working examples 
provided by JP 0428809, are considered well in the competence level of an ordinary skilled 
artisan in pharmaceutical science, involving merely routine skill in the art. 

It has been held that it is within the skill in the ad to select optimal parameters, such as 
amounts of ingredients, in a composition in order to achieve a beneficial effect. See In re Boesch, 
205 USPQ 215 (CCPA 1980). 

Claims 148, 150, 151, 175 and 177-190 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over by Taneja et al, (EP 0755940, of record). 

Taneja et al. discloses that boswellic acids herein such as p-boswellic acid, acetyl-P- 
bosweUic acid, U-keto-P-boswellic acid, and acetyl-1 1-keto-P-boswellic acid (Formula I-IV 
therein at page 3) are useful in pharmaceutical compositions and in the method for treatment of 
inflammatory diseases including arthritis in humans since these boswellic acids exhibit anti- 
inflammatory action. See page 2 lines 49-50. Taneja et al. also discloses that the pharmaceutical 
composition therein comprising these p-boswellic acids in specifically effective amounts, e.g., 
35-55% w/w of P-boswellic acid (which reads on at least 5% w/w), 25-45% w/w of acetyl-P- 
boswellic acid (which reads on at least 5% w/w), 4-14% w/w of 1 1-keto-P-boswellic acid, and 3- 
13% w/w of acetyl-1 1-keto-j-boswelHc acid (see page 5 lines 15-26). 
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Taneja et al. does not expressly disclose the effective amounts of 11-keto-P- boswellic 
acid and acetyl-1 1-keto-P-boswellic acid enployed in pharmaceutical compositions for methods 
for treatment of autoimmune diseases in which at least 15% w/w of 11-keto-P-boswellic acid and 
at least 140/c w/w of acetyl-1 1-keto-P-boswellic acid. 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to determine the effective amounts of 1 1-keto-p-boswellic acid and 
acetyl-1 1-keto-p-boswellic acid enployed in pharmaceutical compositions for methods 
for treatment of autoimmune diseases in which at least 15% w/w of 11-keto-P-boswellic 
acid and at least 14% w/w of acetyl-1 1-keto-p-boswellic acid. 

One having ordinary skill in the art at the time the invention was made would have been 
motivated to determine the effective amounts of 1 1-keto-p-boswellic acid and acetyl-1 1-keto-P- 
boswelhc acid employed in pharmaceutical compositions for methods for treatment of 
autoimmune diseases in which at least 15% w/w of 1 1-keto-p- boswellic acid and at least 14% 
w/w of acetyl-1 1-keto-p-boswellic acid, since the determination and optimization of effective 
amounts of known active agents to be administered based on the known effective amounts 
according to Taneja et al, are considered well in the competence level of an ordinary skilled 
artisan in pharmaceutical science, involving merely routine skill in the art. 

It has been held that it is within the skill in the art to select optimal parameters, such as 
amounts of ingredients, in a composition in order to achieve a beneficial effect. See In re Boesch, 
205 USPQ 215 (CCPA 1980). Moreover, one of ordinary skill in the art would recognize that 
autoimmune diseases broadly encompass inflammatory diseases. Hence, the teachings of Taneja 
et al. have clearly provided the motivation for the instant invention. 
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Thus the claimed invention as a whole is seen prima facie obvious over the combined 
teachings of the prior art. 

Response to the Arguments 
Applicants' amendments and remarks submitted September 6, 2005 and September 21, 
2005 have been fully considered, but are unpersuasive with respect to the rejections under 35 
U.S.C 103. 

Applicants contend that the claimed invention would have not been obvious over Koji et 
al. as Koji et al. explicitly remove two of the four boswelUc acids, leave only two boswellic 
acids. The arguments are not persuasive. Note, question under 35 U.S.C. 103 is not merely what 
reference expressly teach, but what they would have suggested to one of ordinary skill in the art 
at the time the invention was made; all disclosures of prior art, including unpreferred 
embodiments, must considered. In re Lamberti and Konort (CCPA), 192 USPQ 278. It is note 
that Koji teach all the compounds herein are useful as therapeutical agents for treating chronic 
rheumatoid arthritis. See, pages 2-3 of the translation. 

10. In response to applicant's argument that the references fail to show certain features of 
applicant's invention, it is noted that the features upon which applicant relies (i.e., without other 
boswellic acids) are not recited in the rejected claim(s). Although the claims are interpreted in 
light of the specification, limitations from the specification are not read into the claims. See In 
re Van Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir, 1993). Applicants contend that 
Taneja et al. require all of the six boswellic acids while the claimed invention only have four of 
them. The arguments are not persuasive. First it is noted that the composition enployed herein 
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"consisting essentially" four boswellic acids, which do not excludes other boswellic acids. See, 
page 17, lines 1-8, wherein the composition defined as conq^rising other boswellic acids, with 
each of the other boswellic acids less than 1% of the total composition. Further, the general 
teaching of Taneja et al. do not require that the other boswellic acids be more that 1%. See, e.g., 
claims 1 and 2 therein. 

1 1 . For the reasons discussed above, all the claims have been properly rejected. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Shengjun Wang whose telephone number is (571) 272-0632. The 
examiner can normally be reached on Monday to Friday from 7:00 am to 3:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan, can be reached on (571) 272-0629. The fax phone number for 
the organization where this appHcation or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for pubUshed applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




Shengjun Wang 
Primary Examiner 
Art Unit 1617 



